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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timety filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1.704(b). 

Status 

1 )^ Responsive to communication(s) filed on 24 January 2005 . 
2a)n This action is FINAL. 2b)l3 This action is non-final. 

3) G Since this application is in condition for allowance except for fomnal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 O.G. 213. 

Disposition of Claims 

4) [^ Claim(s) 1-10 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) ^ Claim(s) 1-10 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)S The drawing(s) filed on 1-24-05 is/are: a)^ accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fomri PTO-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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1 ) S Notice of References Cited (PTO-892) 4) □ Inten/lew Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) S Information Disclosure Statement(s) {PTO-1449 or PTO/SB/08) 5) □ Notice of Infomial Patent Application (PTO-152) 

Paper No(s)/Mail Date . 6) □ Other: . 
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DETAILED ACTION 
Information Disclosure Statement 

1. The information disclosure statement filed 24 January 2005 fails to comply with 
37 CFR 1 .98(a)(2), which requires a legible copy of each cited foreign patent document; 
each non-patent literature publication or that portion which caused it to be listed; and all 
other information or that portion which caused it to be listed. It has been placed in the 
application file, but the infomiation referred to therein has not been considered with the 
exception of those documents cited by the examiner on form PTO 892. 



Claim Objections 

2. Claim 9 is objected to because of the following infomnalities: The limitation 
"effectice" in line 4 should be "effective". Appropriate correction is required. 

3. Claim 5 is objected to under 37 CFR 1 .75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
dependent form, or rewrite the claim(s) in independent form. Claim 5 is dependent from 
claim 5 and is therefore in improper dependent form. 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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5. Claims 1-5 provides for the use of a fermented wheat germ extract and an anti- 
inflammatory agent, but, since the claim does not set forth any steps involved in the 
method/process, it is unclear what method/process applicant is intending to encompass. 
A claim is indefinite where it merely recites a use without any active, positive steps 
delimiting how this use is actually practiced. 

Claims 1-5 is rejected under 35 U.S.C. 101 because the claimed recitation of a 
use, without setting forth any steps involved in the process, results in an improper 
definition of a process, i.e., results in a claim which is not a proper process claim under 
35 U.S.C. 101 . See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and 
Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131. 149 USPQ 475 (D.D.C. 1966). 

6. Claims 1,3,6, and 9 is rendered vague and indefinite by the recitation of the 
trademark "Avemar", The relationship between a trademark and the product it identifies 
is sometimes indefinite, uncertain, and arbitrary. The formula or characteristics of the 
product may change from time to time and yet it may continue to be sold under the 
same trademark. In patent specifications, every element or ingredient of the product 
should be set forth in positive, exact, intelligible language, so that there will be no 
uncertainty as to what is meant. Arbitrary trademarks which are liable to mean different 
things at the pleasure of manufacturers do not constitute such language. Ex Parte 
Kattwinkle, 12 USPQ 11 (Bd. App. 1931). 

Claim Rejections - 35 USC §112 

7. The following is a quotation of the first paragraph of 35 U.S.C. 112: 
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The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, dear, concise, and exact temis as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of canrying out his invention. 

8. Claims 1-5 and 9-10 are rejected under 35 U.S.C. 1 12, first paragraph, because 
the specification, while being enabling for a treatment of arthritis in a mammal using an 
effective amount of wheat germ extract, does not reasonably provide enablement for a 
prevention of arthritis. The specification does not enable any person skilled in the art to 
which it pertains, or with which it Is most nearly connected, to use the invention 
commensurate in scope with these claims. Applicant have reasonable 
demonstrated/disclosed that the claimed wheat germ extract is a useful thereapeutic 
agent in treating arthritis. However, the claims also encompass using the claimed 
extract to prevent arthritis which is clearly beyond the scope of the instantly 
disclosed/claimed invention. Please note that the term "prevent" is an absolute 
definition which means to stop from occurring and, thus, requires a higher standard for 
enablement than does "treat", especially since it is notoriously well accepted in the 
medical art that the vast majority of afflictions/disorders suffered by mankind cannot be 
totally prevented with current therapies (other than certain vaccination regimes) - 
including preventing such disorders as arthritis (which clearly is not recognized in the 
medical art as being a totally preventable condition). 
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Claim Rejections - 35 USC § 102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale In this country, more than one year prior to the date of application for patent in the United 
States. 

10. Claims 1-2 and 9 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Zaiatnai et al (Carcinogenesis, vol. 22. no. 10 pp. 1649-1652, 2001). 

The claims are drawn to a fermented wheat germ extract composition is apparently 
claimed, as is a method of treating/preventing arthritis therewith. The cited reference 
teaches a method and composition using fermented wheat germ extract (see abstract 
and entire document) for treating such conditions as rheumatoid arthritis and lupus 
(page 1649, column 2). The cited reference discloses that treatment of rheumatoid 
arthritis with wheat germ extract showed clinically significant therapeutic effects in 
experimental models (i.e. mammals). Therefore, the reference is deemed to anticipate 
the instant claims above. 

10. Claims 1-2 and 9 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Hidvegi et al (WO 99/08694). 

The cited reference teaches an orally administered fermented wheat germ extract 
composition (see entire document). Please note that administering the fermented 
wheat germ extract composition taught by the cited reference would inherently prevent 
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arthritis as instantly claimed (see abstract and entire document). Therefore, the 
reference is deemed to anticipate the instant claims above. 



Claim Rejections - 35 USC § 103 

1 1 . The following is a quotation of 35 U.S.C. 103(a) which fornis the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

12. Claims 1-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Zaiatnai et al in view of Gelber et al (USP#6,576,267). 

The teaching of Zaiatnai et al are set forth above but does not expressly teach 
also using an anti-inflamatory agent. 

Gelber et al. beneficially teaches that non-steroidal anti-inflammatory drugs such 
as diclophenac are preferably useful in treating/relieving pain including against arthritis 
(see, e.g., column 2, lines 44-48; and column 4, lines 49-58, and Tables 4-5). 

It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to combine the instant ingredients for their known benefit 
since each is well known in the art for the same purpose (e.g., treating arthritis) and for 
the following reasons. It is well known that it is prima facie obvious to combine two or 
more ingredients each of which is taught by the prior art to be useful for the same 
purpose in order to form a third composition which is useful for the same purpose. The 
idea for combining them flows logically from their having been used individually in the 
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prior art. In re Sussman, 1943 CD. 518; In re Pinten, 459 F.2d 1053. 173 USPQ 801 
(CCPA 1972); In re Susi. 58 CCPA 1074, 1079-80; 440 F.2d 442, 445; 169 USPQ 423, 
426 (1971); In re Crockett, 47 CCPA 1018, 1020-21; 279 F.2d 274, 276-277; 126 USPQ 
186, 188 (1960). This rejection is based on the well established proposition of patent 
law that no invention resides in combining old ingredients of known properties where the 
results obtained thereby are no more than the additive effect of the ingredients. 

From the teachings of the references, it is apparent that one of ordinary skill In 
the art would have had a reasonable expectation of success In producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

Conclusion 

1 3. No claims are allowed. 

Any inquiry conceming this communication or earlier communications from the 
examiner should be directed to Deborah A. Davis whose telephone number is (571) 
272-0818. The examiner can normally be reached on 8-5 Monday thru Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, McKelvey Teny can be reached on (571) 272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infomriation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system^all 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




■Deborah A. Davis 
Patent Examiner 
August 2006 
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